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Fungicide, and Rodenticide Act 
(FIFRA). The process is intended to en-
sure that the Agency assesses risks 
that may be posed by pesticides, and 
the benefits of use of those pesticides, 
in an open and responsive manner. The 
issuance of a Notice of Special Review 
means that the Agency has determined 
that one or more uses of a pesticide 
may pose significant risks and that, 
following completion of the Special Re-
view process, the Agency expects to 
initiate formal proceedings seeking to 
cancel, deny, reclassify, or require 
modifications to the registration of the 
product(s) in question unless it has 
been shown during the Special Review 
that the Agency’s initial determina-
tion was erroneous, that the risks can 
be reduced to acceptable levels without 
the need for formal proceedings, or 
that the benefits of the pesticide’s use 
outweigh the risks. Following comple-
tion of the Special Review process, a 
pesticide in question may be returned 
to the registration process. 

(b) Scope. This part sets forth the 
substantive standards for initiating a 
Special Review of a pesticide product 
and the procedures for initiating and 
conducting the Special Review. 

§ 154.3 Definitions. 

Terms used in this part have the 
same meaning as in the Act. In addi-
tion, as used in this part, the following 
terms shall apply: 

Act or FIFRA means the Federal In-
secticide, Fungicide, and Rodenticide 
Act, as amended. 

Administrator means the Adminis-
trator of the Environmental Protection 
Agency or any officer or employee 
thereof to whom authority has been 
delegated to act for the Administrator. 

Confidential business information 
means trade secrets or confidential 
commercial or financial information 
under FIFRA section 10(b) or 5 U.S.C. 
552(b)(3) or (4). 

Other significant evidence means fac-
tually significant information that re-
lates to the uses of the pesticide and 
its adverse risk to man or to the envi-
ronment but does not include evidence 
based only on misuse of the pesticide 
unless such misuse is widespread and 
commonly recognized practice. 

Person means an applicant, reg-
istrant, manufacturer, pesticide user, 
environmental group, labor union, or 
other individual or group of individuals 
interested in pesticide regulation. 

Pesticide use means a use of a pes-
ticide (described in terms of the appli-
cation site and other applicable identi-
fying factors) that is included in the la-
beling of a pesticide product which is 
registered, or for which an application 
for registration is pending, and the 
terms and conditions (or proposed 
terms and conditions) of registration 
for the use. 

Terms and conditions of registration 
means the terms and conditions gov-
erning lawful sale, distribution, and 
use approved in conjunction with reg-
istration, including labeling, use clas-
sification, composition, and packaging. 

Validated test means a test deter-
mined by the Agency to have been con-
ducted and evaluated in a manner con-
sistent with accepted scientific proce-
dures. 

[73 FR 75595, Dec. 12, 2008] 

§ 154.5 Burden of persuasion in deter-
minations under this part. 

In making determinations under this 
part the Administrator shall be guided 
by the principle that the burden of per-
suasion that a pesticide product is en-
titled to registration or continued reg-
istration for any particular use or 
under any particular set of terms and 
conditions of registration is always on 
the proponent(s) of registration. 

§ 154.7 Criteria for initiation of Special 
Review. 

(a) The Administrator may conduct a 
Special Review of a pesticide use if he 
determines, based on a validated test 
or other significant evidence, that the 
use of the pesticide (taking into ac-
count the ingredients, impurities, me-
tabolites, and degradation products of 
the pesticide): 

(1) May pose a risk of serious acute 
injury to humans or domestic animals. 

(2) May pose a risk of inducing in hu-
mans an oncogenic, heritable genetic, 
teratogenic, fetotoxic, reproductive ef-
fect, or a chronic or delayed toxic ef-
fect, which risk is of concern in terms 
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